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Mr. Donald E. West 
President 
Gulf Biomedical Corporation 
1218 Autrey Street 
Suite 2 
Houston, Texas 77006 

Dear Mr. West: 

This is in response to your letter of October 5,2005 to the Food and Drug Administration 
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)). Your submission states that Gulf Biomedical Corporation is 
making the claim “[Tlhe potency of the expensive erectile dysfunction drugs without the 
side effects...” for the yproduct LoveMagicTM. 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statement that you are making for this product (i.e., it is 
an alternative to drugs intended for the treatment of erectile dysfunction, a disease) 
suggests that it is intended to treat, prevent, or mitigate disease, namely erectile 
dysfunction. This claim does not meet the requirements of 21 U.S.C. 343(r)(6). This 
claim suggests that this product is intended for use as a drug within the meaning of 21 
U.S.C. 32 1 (g)(l)(B), and that it is subject to regulation under the drug provisions of the 
Act. If you intend to rnake claims of this nature, you should contact FDA’s Center for 
Drug Evaluation and Research (CDER), Office of Compliance, HFD-3 10, Montrose 
Metro II, 119 19 Rockville Pike, Rockville, Maryland 20855. 
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Please contact us if we may be of further assistance. 

Sincerely yours, 

Susan J. Walker, M.D. 
Director 
Division of Dietary Supplement Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-3 10 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Dallas District Office, Office of Compliance, HFR-SW140 
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OFFI~EOFNUTRITIONAL~DU~S 
hBELlNGAND~IETARYs-@'%81@ 
CENTERFOR Fo~~SA~FEN~~DAP~EMWTRITION 
~~~OPAINTBRANCH~F'ARKWAY~ 
COLLEGEPARKJMD 20740’ 

OiT 1 7 2005 

RE:NOTIFICATJONOF!~TA~~~NTSONAD~~T~YSUPPLE~~. KNOWN AS I..CWEh'fAGIC .Th4 I 

DEAR&ES/GENTLEMEW 

PURSUANTOF 21 C.F.FI.S~PAR~F,SECTIO~~~~.~~,G~~BIO~I~CORPORA~~NTHE 
DISTRIBUTORWHICHISLOCATEDAT 12hhkJT!W &'REET#2j, H~~~oN,TE~AS~~OO~~HE!S~ 
NOTIFYTHEFOODANDDRU~ ADMINISTRA~ONTHATITHAS'COMMENCED.MBPKETADD~ETARY 
SUPPLEMENTKNOWNASLOV~G~CTM~~K~CONTAINS STA~.OF'NuTRITIGNAL 
SuppoRTINITSLABELiNG. , 

LOveMAGICTM-RIEPOTENcyOFTHEE)(pENsTvE~ DYsmMCTION f)RUGSwlTHouTTHE 
S~EEFFECTS( i iDDREsSEDBYTj3ElNGREDIENTSVITAh4IN B~(T~~AMINEMONOMFFRATE), 
VM’AMIN B6 (PYRIDO3gNE~CL), V’ITAm:B12 (CYANOCOBAW),-PROPRIETARY BLEND 
(CON~IS~GOFELE~THEROQXXXJSSENI-I~O~LJ~, GUARANASEEI~PO~ER.,TRIBULUS 
TERRESTRIS POWDER AND &oREAN PANAX:GIFJSENG OTFIER&GREBI@T~X MAC~NES~ 
STEARATE,SILICA,GELA~,GLY~~ANDWAIER).~AACCO~AN~~~A~A~ 
LABEL COPY. 

CORPoRAnON~~AI[NS;ONFILE,THAT'JHESESTA TEMENTS~TRuTHkuLANDNON- 
MISLEADING. 
~ORIGINAL4NDlWOCOPiESOFTHISNO~FICATIONARE BElNGSUBMITIED. 
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